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render it likely to be read and under-
stood by consumers under normal con-
ditions of purchase. 

(3) If the warning statement in para-
graph (b)(1) of this section is used, the 
following warning statement must be 
placed on the package labeling in-
tended to be read by the physician 
(physician package insert) after the 
‘‘How supplied’’ section, which de-
scribes special handling and storage 
conditions on the physician labeling: 

NOTE: The indented statement below is re-
quired by the Federal government’s Clean 
Air Act for all products containing or manu-
factured with chlorofluorocarbons (CFC’s) 
[or name of other class I substance, if appli-
cable]: 

WARNING: Contains [or Manufactured with, 
if applicable] [insert name of substance], a sub-
stance which harms public health and envi-
ronment by destroying ozone in the upper at-
mosphere. 

A notice similar to the above WARNING 
has been placed in the information for the 
patient [or patient information leaflet, if ap-
plicable] of this product under Environ-
mental Protection Agency (EPA) regula-
tions. The patient’s warning states that the 
patient should consult his or her physician if 
there are questions about alternatives. 

(c) This section does not replace or 
relieve a person from any requirements 
imposed under 40 CFR part 82. 

[61 FR 20101, May 3, 1996] 

§ 801.435 User labeling for latex 
condoms. 

(a) This section applies to the subset 
of condoms as identified in § 884.5300 of 
this chapter, and condoms with 
spermicidal lubricant as identified in 
§ 884.5310 of this chapter, which prod-
ucts are formed from latex films. 

(b) Data show that the material in-
tegrity of latex condoms degrade over 
time. To protect the public health and 
minimize the risk of device failure, 
latex condoms must bear an expiration 
date which is supported by testing as 
described in paragraphs (d) and (h) of 
this section. 

(c) The expiration date, as dem-
onstrated by testing procedures re-
quired by paragraphs (d) and (h) of this 
section, must be displayed prominently 
and legibly on the primary packaging 
(i.e., individual package), and higher 
levels of packaging (e.g., boxes of 

condoms), in order to ensure visibility 
of the expiration date by consumers. 

(d) Except as provided under para-
graph (f) of this section, the expiration 
date must be supported by data dem-
onstrating physical and mechanical in-
tegrity of the product after three dis-
crete and representative lots of the 
product have been subjected to each of 
the following conditions: 

(1) Storage of unpackaged bulk prod-
uct for the maximum amount of time 
the manufacturer allows the product to 
remain unpackaged, followed by stor-
age of the packaged product at 70 °C 
(plus or minus 2 °C) for 7 days; 

(2) Storage of unpackaged bulk prod-
uct for the maximum amount of time 
the manufacturer allows the product to 
remain unpackaged, followed by stor-
age of the packaged product at a se-
lected temperature between 40 and 50 
°C (plus or minus 2 °C) for 90 days; and 

(3) Storage of unpackaged bulk prod-
uct for the maximum amount of time 
the manufacturer allows the product to 
remain unpackaged, followed by stor-
age of the packaged product at a mon-
itored or controlled temperature be-
tween 15 and 30 °C for the lifetime of 
the product (real time storage). 

(e) If a product fails the physical and 
mechanical integrity tests commonly 
used by industry after the completion 
of the accelerated storage tests de-
scribed in paragraphs (d)(1) and (d)(2) of 
this section, the product expiration 
date must be demonstrated by real 
time storage conditions described in 
paragraph (d)(3) of this section. If all of 
the products tested after storage at 
temperatures as described in para-
graphs (d)(1) and (d)(2) of this section 
pass the manufacturer’s physical and 
mechanical integrity tests, the manu-
facturer may label the product with an 
expiration date of up to 5 years from 
the date of product packaging. If the 
extrapolated expiration date under 
paragraphs (d)(1) and (d)(2) of this sec-
tion is used, the labeled expiration date 
must be confirmed by physical and me-
chanical integrity tests performed at 
the end of the stated expiration period 
as described in paragraph (d)(3) of this 
section. If the data from tests fol-
lowing real time storage described in 
paragraph (d)(3) of this section fails to 
confirm the extrapolated expiration 
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date, the manufacturer must, at that 
time, relabel the product to reflect the 
actual shelf life. 

(f) Products that already have estab-
lished shelf life data based upon real 
time storage and testing and have such 
storage and testing data available for 
inspection are not required to confirm 
such data using accelerated and inter-
mediate aging data described in para-
graphs (d)(1) and (d)(2) of this section. 
If, however, such real time expiration 
dates were based upon testing of prod-
ucts that were not first left 
unpackaged for the maximum amount 
of time as described in paragraph (d)(3) 
of this section, the real time testing 
must be confirmed by testing products 
consistent with the requirements of 
paragraph (d)(3) of this section. This 
testing shall be initiated no later than 
the effective date of this regulation. 
Until the confirmation testing in ac-
cordance with paragraph (d)(3) of this 
section is completed, the product may 
remain on the market labeled with the 
expiration date based upon previous 
real time testing. 

(g) If a manufacturer uses testing 
data from one product to support expi-
ration dating on any variation of that 
product, the manufacturer must docu-
ment and provide, upon request, an ap-
propriate justification for the applica-
tion of the testing data to the vari-
ation of the tested product. 

(h) If a latex condom contains a 
spermicide, and the expiration date 
based on spermicidal stability testing 
is different from the expiration date 
based upon latex integrity testing, the 
product shall bear only the earlier ex-
piration date. 

(i) The time period upon which the 
expiration date is based shall start 
with the date of packaging. 

(j) As provided in part 820 of this 
chapter, all testing data must be re-
tained in each company’s files, and 
shall be made available upon request 
for inspection by the Food and Drug 
Administration. 

(k) Any latex condom not labeled 
with an expiration date as required by 
paragraph (c) of this section, and ini-
tially delivered for introduction into 
interstate commerce after the effective 
date of this regulation is misbranded 
under sections 201(n) and 502(a) and (f) 

of Federal Food, Drug, and Cosmetic 
Act (21 U.S.C. 321(n) and 352(a) and (f)). 

[62 FR 50501, Sept. 26, 1997] 

§ 801.437 User labeling for devices that 
contain natural rubber. 

(a) Data in the Medical Device Re-
porting System and the scientific lit-
erature indicate that some individuals 
are at risk of severe anaphylactic reac-
tions to natural latex proteins. This la-
beling regulation is intended to mini-
mize the risk to individuals sensitive 
to natural latex proteins and protect 
the public health. 

(b) This section applies to all devices 
composed of or containing, or having 
packaging or components that are 
composed of, or contain, natural rubber 
that contacts humans. The term ‘‘nat-
ural rubber’’ includes natural rubber 
latex, dry natural rubber, and syn-
thetic latex or synthetic rubber that 
contains natural rubber in its formula-
tion. 

(1) The term ‘‘natural rubber latex’’ 
means rubber that is produced by the 
natural rubber latex process that in-
volves the use of natural latex in a con-
centrated colloidal suspension. Prod-
ucts are formed from natural rubber 
latex by dipping, extruding, or coating. 

(2) The term ‘‘dry natural rubber’’ 
means rubber that is produced by the 
dry natural rubber process that in-
volves the use of coagulated natural 
latex in the form of dried or milled 
sheets. Products are formed from dry 
natural rubber by compression mold-
ing, extrusion, or by converting the 
sheets into a solution for dipping. 

(3) The term ‘‘contacts humans’’ 
means that the natural rubber con-
tained in a device is intended to con-
tact or is likely to contact the user or 
patient. This includes contact when 
the device that contains natural rubber 
is connected to the patient by a liquid 
path or an enclosed gas path; or the de-
vice containing the natural rubber is 
fully or partially coated with a powder, 
and such powder may carry natural 
rubber proteins that may contaminate 
the environment of the user or patient. 

(c) Devices containing natural rubber 
shall be labeled as set forth in para-
graphs (d) through (h) of this section. 
Each required labeling statement shall 
be prominently and legibly displayed 

VerDate Aug<04>2004 10:12 May 23, 2005 Jkt 205072 PO 00000 Frm 00047 Fmt 8010 Sfmt 8010 Y:\SGML\205072.XXX 205072


